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Part D plan sponsor must cooperate
with the QIO in resolving the com-
plaint.

(f) Expedited grievances. A Part D plan
sponsor must respond to an enrollee’s
grievance within 24 hours if the com-
plaint involves a refusal by the Part D
plan sponsor to grant an enrollee’s re-
quest for an expedited coverage deter-
mination under §423.570 or an expedited
redetermination under §423.584, and the
enrollee has not yet purchased or re-
ceived the drug that is in dispute.

(g) Record keeping. The Part D plan
sponsor must have an established proc-
ess to track and maintain records on
all grievances received both orally and
in writing, including, at a minimum,
the date of receipt, final disposition of
the grievance, and the date that the
enrollee was notified of the disposition.

§423.566 Coverage determinations.

(a) Responsibilities of the Part D
plan sponsor. Each Part D plan sponsor
must have a procedure for making
timely coverage determinations in ac-
cordance with the requirements of this
subpart regarding the prescription drug
benefits an enrollee is entitled to re-
ceive under the plan, including basic
prescription drug coverage as specified
in §423.100 and supplemental benefits as
specified in §423.104(f)(1)(ii), and the
amount, including cost sharing, if any,
that the enrollee is required to pay for
a drug. The Part D plan sponsor must
have a standard procedure for making
determinations, in accordance with
§423.568, and an expedited procedure for
situations in which applying the stand-
ard procedure may seriously jeopardize
the enrollee’s life, health, or ability to
regain maximum function, in accord-
ance with §423.570.

(b) Actions that are coverage deter-
minations. The following actions by a
Part D plan sponsor are coverage deter-
minations:

(1) A decision not to provide or pay
for a Part D drug (including a decision
not to pay because the drug is not on
the plan’s formulary, because the drug
is determined not to be medically nec-
essary, because the drug is furnished
by an out-of-network pharmacy, or be-
cause the Part D plan sponsor deter-
mines that the drug is otherwise ex-
cludable under section 1862(a) of the
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Act if applied to Medicare Part D) that
the enrollee believes may be covered by
the plan;

(2) Failure to provide a coverage de-
termination in a timely manner, when
a delay would adversely affect the
health of the enrollee;

(3) A decision concerning an excep-
tions request under §423.578(a);

(4) A decision concerning an excep-
tions request under §423.578(b); or

(5) A decision on the amount of cost
sharing for a drug.

(c) Who can request a coverage deter-
mination. Individuals who can request
a standard or expedited coverage deter-
mination are—

(1) The enrollee;

(2) The enrollee’s appointed rep-
resentative, on behalf of the enrollee;
or

(3) The prescribing physician, on be-
half of the enrollee.

§423.568 Standard timeframe and no-
tice requirements for coverage de-
terminations.

(a) Timeframe for requests for drug ben-
efits. When a party makes a request for
a drug benefit, the Part D plan sponsor
must notify the enrollee (and the pre-
scribing physician involved, as appro-
priate) of its determination as expedi-
tiously as the enrollee’s health condi-
tion requires, but no later than 72
hours after receipt of the request, or,
for an exceptions request, the physi-
cian’s supporting statement.

(b) Timeframe for requests for payment.
When a party makes a request for pay-
ment, the Part D plan sponsor must no-
tify the enrollee of its determination
no later than 72 hours after receipt of
the request.

(c) Written notice for denials by a Part
D plan sponsor. If a Part D plan sponsor
decides to deny a drug benefit, in whole
or in part, it must give the enrollee
written notice of the determination.

(d) Form and content of the denial no-
tice. The notice of any denial under
paragraph (c) of this section must—

Use approved notice language in a
readable and understandable form;

State the specific reasons for the de-
nial;

Inform the enrollee of his or her
right to a redetermination;
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(i) For drug coverage denials, de-
scribe both the standard and expedited
redetermination processes, including
the enrollee’s right to, and conditions
for, obtaining an expedited redeter-
mination and the rest of the appeals
process;

(ii) For payment denials, describe the
standard redetermination process and
the rest of the appeals process; and

Comply with any other notice re-
quirements specified by CMS.

(e) Effect of failure to meet the adju-
dicatory timeframes. If the Part D plan
sponsor fails to notify the enrollee of
its determination in the appropriate
timeframe under paragraphs (a) or (b)
of this section, the failure constitutes
an adverse coverage determination,
and the plan sponsor must forward the
enrollee’s request to the IRE within 24
hours of the expiration of the adjudica-
tion timeframe.

§423.570 Expediting certain coverage
determinations.

(a) Request for expedited determination.
An enrollee or an enrollee’s prescribing
physician may request that a Part D
plan sponsor expedite a coverage deter-
mination involving issues described in
§423.566(b). This does not include re-
quests for payment of Part D drugs al-
ready furnished.

(b) How to make a request. (1) To ask
for an expedited determination, an en-
rollee or an enrollee’s prescribing phy-
sician on behalf of the enrollee must
submit an oral or written request di-
rectly to the Part D plan sponsor, or if
applicable, to the entity responsible for
making the determination, as directed
by the Part D plan sponsor.

(2) A prescribing physician may pro-
vide oral or written support for an en-
rollee’s request for an expedited deter-
mination.

(c) How the Part D plan sponsor must
process requests. The Part D plan spon-
sor must establish and maintain the
following procedures for processing re-
quests for expedited determinations:

(1) An efficient and convenient means
for accepting oral or written requests
submitted by enrollees or prescribing
physicians.

(2) A method for documenting all oral
requests and maintaining the docu-
mentation in the case file; and
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(3) A means for issuing prompt deci-
sions on expediting a determination,
based on the following requirements:

(i) For a request made by an enrollee,
provide an expedited determination if
it determines that applying the stand-
ard timeframe for making a determina-
tion may seriously jeopardize the life
or health of the enrollee or the enroll-
ee’s ability to regain maximum func-
tion.

(ii) For a request made or supported
by an enrollee’s prescribing physician,
provide an expedited determination if
the physician indicates that applying
the standard timeframe for making a
determination may seriously jeop-
ardize the life or health of the enrollee
or the enrollee’s ability to regain max-
imum function.

(d) Actions following denial. If a Part
D plan sponsor denies a request for ex-
pedited determination, it must take
the following actions:

(1) Make the determination within
the 72 hour timeframe established in
§423.568(a) for a standard determina-
tion. The 72 hour period begins on the
day the Part D plan sponsor receives
the request for expedited determina-
tion, or, for an exceptions request, the
physician’s supporting statement.

(2) Give the enrollee and prescribing
physician prompt oral notice of the de-
nial that—

(i) Explains that the Part D plan
sponsor must process the request using
the 72 hour timeframe for standard de-
terminations;

(ii) Informs the enrollee of the right
to file an expedited grievance if he or
she disagrees with the decision by the
Part D plan sponsor not to expedite;

(iii) Informs the enrollee of the right
to resubmit a request for an expedited
determination with the prescribing
physician’s support; and

(iv) Provides instructions about the
plan’s grievance process and its time-
frames.

(3) Subsequently deliver, within 3 cal-
endar days, equivalent written notice.

(e) Actions on accepted requests for ex-
pedited determination. If a Part D plan
sponsor grants a request for expedited
determination, it must make the deter-
mination and give notice in accordance
with §423.572.
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